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Quality Control

Packing size/kit 

Vasculitis 

Rheumatoid 
Arthritis

Autoimmune 
Diabetes 

Antinuclear 
Antibody Profile

Category

0.5mL×2Ant i-GBM

0.5mL×2Ant i-MPO

0.5mL×2Ant i-PR3

0.5mL×2RF /Anti-CCP 

0.5mL×2RF IgG/IgA/IgM 

0.5mL×2Anti-CCP

Anti-MCV 0.5mL×2
GADA 0.5mL×2
IAA 0.5mL×2

0.5mL×2IA-2A

0.5mL×2ICA

Multiplexed QC for 
7-assay ENA Profile

0.5mL×2Anti-SSA, Anti-SSB, Anti-SCL-70, Anti-U1RNP, 
Anti-Jo-1, Anti-CENP-B, Anti-Sm

Multiplexed QC for 
15-assay ANA Profile 0.5mL×2

Anti-SSA, Anti-SSB, Anti-Ro52, Anti-dsDNA,
Anti-SCL70, Anti-PM-SCL, Anti-Sm, Anti-CENP-B,
Anti-U1 RNP, Anti-Jo-1, Anti-PCNA, Anti-His,
Anti-Nuc, Anti-P Protein, AMA-M2

0.5mL×2Ant i-Ro52

0.5mL×2Ant i-dsDNA
0.5mL×2Ant i-rRNP0
0.5mL×2Ant i-CENP-B
0.5mL×2Ant i-Scl-70
0.5mL×2Ant i-Jo-1
0.5mL×2Ant i-PCNA
0.5mL×2AMA-M2

0.5mL×2Ant i-U1-nRNP

0.5mL×2Ant i-Sm

0.5mL×2Ant i-Nuc 

0.5mL×2Ant i-His

0.5mL×2Ant i-SSA

0.5mL×2Ant i-SSB

Non-assayed Quality Control
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About Us

Main Products

DiYaLab ZJG Biotech was established in 2016, focused on developing and improving laboratory testing 
solutions for diagnosis of autoimmune and neurological diseases, which has 2 R&D centers, located in 
Shanghai and Suzhou, China.

Time Resolved Fluorescence Immunoassay Solution

50+

Authorized Patents
80+

CE Products
100+
Staffs

Easy to run, ready for any scenario.

One step operation

Single Package 
Flexibility & Zero Extra Cost

Individual or high-throughput multiplex 
assays.
No charges for calibration or control.

Decide with speed, treat with confidence. 

Result in 15 minutes 

50+parameters
ANA and ENA
Rheumatoid Arthritis
Antiphospholipid Syndrome
Autoimmune Vasculitis
Autoimmune Liver Disease

Innovative Free IgE Assay 
Deliver Real-time accurate assessment of 
anti-IgE therapy (omalizumab) response, 
Overcoming the limitation of total IgE in 
reliably indicating treatment response.

Guide therapy plan adjustment.

Optimize clinical pathways and accelerate 
decision-making by enabling capillary 
blood, random access, and result in 15 
minutes. 

Key Preferred-ANA Screen
Main Target Antigen

Hela 
Extract

Ro52

SSB

dsDNA

SCL 70

U1-RNP

Jo-1

SSA

CENP

Sm

His

Testing Principle

AntigenAntibody to be tested

DNP-BSAAnti-Human IgG Antibody

Anti DNP Antibody Fluorescent microsphere

Sample Pad

Conjugation Pad

Nitrocelluloes Membrane

Control LineDetection Line

Absorption Pad

Adhesive Card

Flow

Testing Performance
In 487 samples with confirmed diagnoses, the DiYaLab TRFIA assay demonstrated excellent concor-
dance with clinical results.

 
 

 
 Total 487

95.16%SLE(Systemic lupus erythematosus) 59 362

87.88%SSc(Systemic sclerosis) 58 866
90.00%SS(Sjogren's syndrome) 36 440

 56.28%DM/PM(Dermatomyositis) 130 101231

  71.15%RA(Rheumatoid arthritis) 37 1552

5.56%AS(Ankylosing spondylitis) 2 3436

Positive rateClinical diagnosis Positive NegativeSample number

TRFIA Testing Procedure
Excitation luminescence

365nm
Emitted linght

610nm

Incubation 15 min Result reading , 10s Printing & uploadingSample collecting
Serum Plasma whole /Periphery blood

min 10s

Sample ID:***
Sample type: whole blood
Test:ANA
Test result: 56.6 U/mL

Raw Material 
natural Antigen 
recombinant Antigen

TRFIA Platform
Auto-immune Assays
cardiac assays
inflamation

Turbidmetric Reagents
Anti-ccp
RF

CLIA Platform
70+ Auto-immune Assays
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Time-resolved Fluorescence Immunoassay Analyzer 

6 Test Channels Automatically, 120 tests/hour

M6 AnalyzerDL300 Analyzer

Single Test Channel  

FIC-FA120 Analyzer

TRFIA Autoantibody Assay TRFIA Immune Assay

 

 
 

Rheumatoid Arthrit is
ASO

Anti-CCP

RF

RF IgG/IgM/IgA

Anti-MCV

Gastrointestinal 
Diseases 
H pylori

Allergy
Total IgE
Free IgE

Inflammatory
hs CRP
PCT
IL-6
Ferritin

Autoimmune Diabetes 
GADA

IA-2A

Connect ive Tissue Diseases
ANA Screening

Anti-dsDNA

Anti-Sm

Anti-U1RNP

Anti-SSA

Anti-SSB

Anti-Jo-1

Anti-CENB

Anti-Scl-70

Inflammatory Bowel Diseases
tTG

tTG lgA/lgG

Calprotectin

Interstitial Lung Diseases
Anti-MDA5

KL-6

Vasculitis & Kindey Diseases
Anti-MPO

Anti-PR3

Anti-GBM

Anti-PLA2R IgG

Ant iphospholipid Syndrome

ACA IgG/IgM

Autoimmune Liver Diseases
AMA-M2

Thyroid Diseases 
TSH*
FT3*
FT4*
T3*
T4*
TRAb*
TGAb*
TPOAb*

Cardiovascular  
H-FABP*
NT-proBNP
cTnI
cTnT
cTnI+CKMB+MYO
D-Dimer
HCY

Tumor
PSA*
AFP*
CEA*
CA19-9*

Other
25-OH Vitamin D

Kindey Injury 
NGAL*
HbA1c
Cystatin-C

Hormone
FSH*
Progesterone*

*
LH*
Prolactin*
Testosterone*
Cortisol*
AMH*

In process of IVDD registration *



TRFIA Autoantibody Assay 

Rheumatoid Arthrit is
ASO

Anti-CCP GADA

Connect ive Tissue Diseases
ANA Screening

Anti-dsDNA

Anti-Sm

Anti-U1RNP

Anti-SSA

Anti-SSB

Anti-Jo-1

Anti-CENB

Anti-Scl-70

Anti-MPO

Anti-PR3

Anti-GBM

Anti-PLA2R IgG

Ant iphospholipid Syndrome

ACA IgG/IgM

In process of IVDD registration *

Time-resolved Fluorescence 
Immunoassay Analyzer 

6 Test Channels

M6 Analyzer

4


